IK THE U\l I LD S FATES PATEK T AHD TR4DhM.\RK OFUCE 




1616 

Ernst V. .'\i-nold 
10/722.737 
\i)vc.--v 25 20(n 
Bradley S. Galer 
Amoid 11. GanimaiToni 
Robert H Duorkin 

co\fp()SirroNs and methods 

I Ox ? W \'(.NMriOPArHIC 
SFN^OR.Y LOSS 



DocUlKo BSO021l'S 
(FNi)-09-116-R) 



Castctmer No. 035811 



Confirmation No 7300 



Title 



Dated October IS, 2010 



Mail Stop Appeal Brief - Patents 

P.O Box ^4m) 
'\le\andna, \ 22 3 1 3- 1 450 



Su 



Vhis babmit^ec! iu le^pvMis..' o> {he \< nmcr's '\rs\\c>'- <.^olec \ jj^uvt 1 7. 201 (! 

■^'h;- Appellants respond lo rejections for anticipaaon and obviousness m ihk Reply Brief. 

The Hejcchon of Claims 1-11 a'i mtidpated by Hind as evidenced b}' Medline Plus mid Rowbotham 

The AppeliaTU^ rcspcc'..ulh TUdirujn the l^xanuner ha.s not met tiic burccii ot ^ht>\^.'ia 
iuhe ■eiicy, li is well esU^biished tti&t ihe burden of pro\'iiig inherency rests on the P'i 0 <ixid tliar 
burden requii-es the PTO to demonstrate that each and eveiy element of the claims is necessarily 
present in die prior art. y\s discn.<;sed 1 1 ihc Appeal Brief, the burden require^ a showing tiiat the 
alleged inlierent element is ''nccessanix p> j--ent" and "'would be so recogni/ot. h\ -.^nc ffskili in the 
uit" Conwmjlal Can Co US4^ i/<<>n\- ^ - . r ^c" 12o^ i^ev^ Cir l^^-H TbcP'^Oniust 
also pomt 10 "a basis in fact and os loo.unv-ai rodson.ng to scasouahl) por: Jie cetcrnrnau) 5 1 uu 
the allegedh inherent characteristic necessarily flows ftom lite teachings of the applied prior ait,'" 
Sei Rx Parte Liny. 17 USPl'O 2d 1461 «^Bd. Pat. App, & Inter, 1990). inherency may not be 



e<;tabiislied b> piobdbihties or possibilities and the neie ^act tha* a certain tiling mas sesult troni a 
given set of Cifcimistances is not sufilcie.^t !n u RoheHson, 169 F 3a 743. 745 (Fed Cir 1999) 
Hie burdcTi in vhts <ripphcvnc b is tlwt ofdemonstj^jjng that ni mbaess oi nega SvMso^ 
phenonera aic rct-yss ^ H rfv^svnt '■kj ^.'so n<>s - ^ ^ i Jia and '^bit .>t.cii ^ o iof^ -^i 

herpetic ntu'aig.'a aLi-O.ajr.g lo Ihe meOxxii. oi Hind necessanh fc^ulb m vhe uu ^n^tit t Ht 
numbness claimed. 

The Exanuner'b Answer states tliat '•"i>impl> by identifymg a patient xvitli post he^patic 
leiualgia, wlieie one of the sMtiptoniis a m^nnbness, then numi>nes<i is also irhviently idcntiikd anc 
u tcv J f i s. 5 Oi i KtvV -iC'^iis-L e h ^ r<.-'^M-'L^^ 1 pfJi'e n .5 ii> bimp^y inherent ir 
he mot' f J ()i L id [ iovx es e! , ihii> is j j<-t unsupported spo<. i ution i ie Lxammcr has tailed to 
mdcntjt> any ^dividual patient ha"vmg a concuTence of neuropathical!>-mdaced negative sensfirv 
r'henomena or numbness aid post-hcipdtic neuralgia that was treated v^'ilh a i docaint. patch 
discloj>ed m Hmd, let alone demoastratt chat e^ery PHN patient necessarily exper.erxes numbnosb 
vvithtneneinalgia TheiCjectiar s cIi.3iicoonaiotcieicetoanun<;pecJlednunfioiofpos^ Iicrpetx 
'leuralg a .-^aiie hs with deticitis ir the pcicept-on and rts a<-sU(i\">.on t.b^' t eairaer of anv patien 
post- lerpjilic nt.ira.gK^ with a iidocame patch, is insnfficKrt to meet the Hi der showing 
nherenc) The rejection and the Answer lelv on the mere possibility that a post-hcrpctic nciualg^a 
pa* cnt both ai wa> s suffers from oxtmbness and may have been treated with a hdocaine patch to show 
n herercy 1 iouever, a re|ecnon based on Inhe-encv cannot rely on mere possibility or probability 
tliai d jo=if he.p^t-ic neiualg^a patient nece<?sanly expene iced the svnipioni of -inrnhness and \\as 
Leattd w u 1 Ldot < i.io ('11 id '^ee >'p • t Ro^ jf ^^ci - q/r 

Ir as->e tsng tha. "'simpl> identitymg a patiePt with post lerpalie ntiirt^i^iu ts eiioiigh the 
■^Atip-^mer's aigi.ment& improperh attempt to shift the mihal burden to the Appellants to show that it 
js physicailj, impossible to^ a patient to expenence both post-herpetic neuralgia and numbness or 
nog.'tne scnson pheno'Tiena Foi example page 10 of tlic Examino^-s /\nsvvei erroneousi> 
vOBt-iwe^lHt lat^iu g\\ icxv. 1 ^ ^ * i> k oi ii^ Dik.sert "pd co extens \e'VMf-!tiic 
p-!iTt L > ii f<5 o \ o\ he lusu^it claunb hc* QiiiC tliils DatiCf.t popv^.i'tiOi^ ^lo c\dudedD> 

c ii --t.^^ii ^1 ^'ir' ^ .ui,' ,.<^- 1 has. to overcome :he rejection, the Examiner demands that the 
\ppv. Unts demousvttUe tha not a single post-hcrjxHic neuralgia patient has e\er expenenced any 
deg ce of numbne<;s oi negat.\e senses phenomena 



Tins, loo IS an j icoiicct statement of tne ids% The Appel'atKS me not requued to 
dcmonstraie the mipossibilitj of a certam population of neuralgia patients expenenclng ooth pain 
nd ne<!atj\e seasorv phenomena, oi o-veu to rchut ciauTi^s of & |X}*5Sjbiiit) oi probahij u o^^iicH a 
<.OTv.Lir-e v-c ] !-Vad >s t '-sev s. t *. s i ^ „u ''■onu^^iv c Oi^u LA ^ 

^eqared sati^tv i' c bi tt en o) dofnonMrai'iig that aumhivss oi nt-gaiAs,' scni.or>' ph.enoiri_n^ are 
necesbauly present m cases of post-herpetic neuralgia and that treatment of tiae pos-t herjietic 
neiiralgia accorditig to the methods ofllmd necessari ly iesuits m practice of each and every step of 
the claimed method. 

lit, >*S !' J if ^ ^ )!S!L|i (.^.ttl ' tVi. Vt^} U '! .rn O* Ui„ ...w 

docimieTUs tha. a-feCoes, eitnes expjes^A oi niueitnlh, each of tre steps oi ne raet'-iod ^ ecUed ir 
amm. 1 See, Verdegaal Bros v Union Oil Co of California, 814 F 2d 628, 63 i (Fed. Cir 1987) 
\"A claim IS anticipated only if each and tver\ tlement as 6et forth m the claim is %und, either 
cxpiesbl)' or mherentij' dtsenbed, m a i>mg!e pnor art rtferenct "(empha&is added")") The PI O hdb 
tailed to make this showing, 

i he icjcctior and the \axnlner s \ks\vci «.ontla.es Find s mctliLt. o i ^.ng a LdOvTirtc r>a >,h 

v> I efit po>*-horpenc neuni Via witji the methods of using . ' t. ai c ^latch to treat near.^pathicalh - 
incaced noghti\ c s>ensor> phenomena or numbness s^claimtd Specifically, at page 1 0, i^^e ^nswe-- 
5ia*es that "treatment of one [i e pamj necessanl j treats tht other [i e treat ncuropathicaUy-mduced 
legatne s>enbor\ pheromen^. numbness] *" Ho^^ever, the rejected clatm<i do not simph recite 

leatme.n ot ncgct % v --t.! so > phenomena \snth a Iidocaine pateh In-itead, the claims cltath icciV 
tlie sxps ot \ i.^ /ih.fig ^ utiv k ! h nc 5 op I '> .'.ue^< i c^i '\c sv.^so'^ o'lei o rei? auJ 

'idcnii tvii^g a iO,.v}b oi thi. ncuropathicall) -mducco negatn e sensorv phenoincT.a. ^ he Appellants 
.Ci.pectfuli) submit that the Answer <? oversimphfication of the clauns fails to considei each and 
e\ er> clement of the iciected claims, particolarly vrfth respect to these steps. 

The app'icatior of a hdocame patch to die locus of post-hcipctic neu-algia as ccscf bei^ h\ 

sake Oi argursieni. tlie Appclhinls note that, even if a patient h)potheticaU> sut^ereJ ':oir botb 
neuropath io;iH> -irKlaced negcuive sensor}" phenoniefia and post herpetic neuralgia at the same k>cus, 
tfeatment of post herpetic neuralgia with a lidocaine patch does not necessarily require the steps of 
''identifying a patient with neuropathically-induced negative sensorv' phenomena" and "identifying a 
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!ocui> oi the neisropathivai.y-mduced .iegau\c sertsorj phenomena/ Indeed a \cat3ncnT pio\'dei 
^ctKLing to treat posi-herpatic neuralgia m this hypothetical patient the niethcu ot id ira^ 
wboily ignor^n* a-, to the bjpo^hotic.:-! concuircncc of ^aropathic.-iK I'x^iKcri r^^j. ids^ s( 
nhenorx'i^ nd iHdv jppK ■> i.. 'ie i^ i s ^ ^ ! v i h'l Ins v^ai.<sv \ t^ii. tii. 
treatment pros idcr is not as\die oi dll oi inc p4Ueiir t ^\mpiom^ oi Hk pafejn i-^ .1 ->t ii\»ukst tnc 
i.>KTptom o^-numbnes^ he or i.he could not possibly both ''[identify] a patient \Mth neaiopathicall\ - 
mduced negative senson' phenomena" and "[identify'] a locus of the ncuropathte.£d> Induced 
negative scn^on oftenonieiia *' Consequent'}, the \ppell«jiiti maintamtlat the method recitec* tnihe 
~c|ccteav.hi i uo.'-io Xv-css-^ia-" ilon i hi ' ■) . j J i. K P O sc^ mi 7!e> !> c 
mtiai hi rue . o^^^boxs.jig liiat the leiected cUsn^ die uilieientiv amivipa.eu os t.k v ttci ^^en^es 
The Appellants again re-^pectflilly request the re^eisal of the rejection of Claims 1-11 as 
anticipated by Hind as evidenced by Medlme Plus and Rowbothan^ 

rhe Roieuion of C lui n\ I~I / as Obvious o^erlbndmvieM of Wohcki as evidmced b} MeiHinePius 
and Ron he thup-" 

i lie ectiOn concede-^ that Hmci tails to discio&e or leach vanoas benzoic acid den\ati\ es 
I he r<,]ection relies on Wohcki to cure this defic{enc> The rejection alleges that one of skill m the 
i rt would have been motivated to comb-ne the benzoic acid derivatives taught i> W olicki 

Vic Appellants niaintah-> that it viould not be obviou*^ to one skilled tie <?n to *'eei 
"^"^ervS-> o '^cirok^t.all ivic(„u icga*ne isoA D*Kro ntna 0% top eal a^ipl cation 0* an 
are->theti(L 01 ben/oii. acid derivatives Ine A^ppeilantt. respectfully suhniit tiiat the rejcctioii 
impiopeih dismisses the unexpected icsults obtained from practice of the cLunied mcthoo As 
discui>sed m the Appe<il Bnet the claimed methods achieve the coimter-mtmtivc effect of ti eating 
mnibness or nefcM*i\e sensors nhenomerta %ith the application an anestheuc '\ phan-s^aceMtn-ai 
cini)X>ul jiedUfihd cf*iimihnc-ss ^ ij^ii-yfl - vOut tLi ?ntt tixt. tc-- ill « id iic Ic-alaK ill ^4 
0' :ho ornci citou iC.O'-euL.os 10 L-ach or suggesl this method, the Appeilanis subtnit that ilic damned 
methods are neither obvious nor "niheiently obvious," Tlie disclosure of benzoic acid derivatives in 
Wolicki does not cure iMs deficiency. 
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The Appellaiits again respectfuliy request the reversal of the rejections of Claims 1-1 1 M 
obvious over Hind in view of WoHcki as evidenced by Medline Plus and Rowbotham. 



In light of the foregoing and the Appeal Brief, the Appellants respectfully siibmit that tile 
rejections should be reversed and the solicited claims allowed. 

RespectUiliy submitted. 
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